oo

Assay
Hemoglobin

Hematocrit
RBC

MCV

MCH

MCHC Ny
Platelet Count
WBC Count
Neutrophils
Lymphocytes
Monocytes
Eosinophil
Basophil

Bands

Glucose

BUN

Creatinine

Uric Acid

Total Cholesterol
Total Bilirubin
Alkaline
Phosphatase
LDH

SGOT (AST)
SGPT (ALT)
Creatine Kinase

‘Gamma-Glutamyl

Transpeptidase

~ (GGT)

Total Protein
Calcium
Chloride
Protein Globulin

4.15.1

Predefined Limits for Laboratory Assays

Unit of Measure

g/dL
%
10%uL

fL
Pg
- %
cells/mm?®
10%uL
%
%
%
%
%
%
mg/dL
mg/dL
‘mg/dL
mg/dL
mg/dL
mg/dl,
U/L

U/L
U/L
U/L
U/L
U/L

g/dL
mg/dL
mEq/L

G/DL

3
M

wgmgwgl

Criterion Value
<10, >18
<9, >17
<30, >54
<27, >51
<3, »7
<2.5, 6.5
<75, >110
<24, >36
<30, >38
<80,000 >600,000
<3, >13
<=15
<=10, >=80
>=20
>=10
>=10
>=10
<60, >200
>40
>2.5
>10
>50
>2.5
2.5 x ULN*

2.5 x ULN
2.5 x ULN
2.5 x ULN
2.5 x ULN
2.5 x ULN

<4.5, >9

<8, >12
<90, >115
<1.0,>4.0

(Continued)



Assay
Potassium
Sodium

Specific Gravity
- pH’

Urine Protein
Urine Glucose
Urine Ketone

- Urine RBC
Urine WBC

Urine Casts
Culture

Predefined Limits for Laboratory Assays

Unit of Measure Sex
mEq/L
mEq/L
HPF M -
HPF F

* ULN = Upper Limit of Normal Range

APPEARS Tij1g urn
0§ QRIR! 4!

APPEARS THIS WAY
ON ORIGINAL

Criterion Value

<38.0, >6.0
. <125, >160
<1.005, >1.028
. <4.0,>9.0
>1+
> 1+.
> 2+
>5
> 10
> 20
Present
Positive



4.15-2

\

Summary of All patients With Laboratory Values

Exceeding Predefined Limits
- Group: Adequate and Well-Controlled Studies# for Parkinson’s Disease
- Medication
Pramipexole Placebo
n N n N 1
Laboratory Test
. Hematology Hemoglobin S 547 0.91 s 394 1.27
[ Hematocrit 4 547 0.73 5 394 1.27
RBC Count 1 547 0.18 1 394 0.25
MCV 3 547 .0.55 2 394 0.51
MCH S 547 - 0.91 4 394 1.02
MCHC 4 547 0.73 3 Ing 0.76
WBC Count 13 547 2.38 15 394 3.81
Neutrophils Segs 0f- 339 0 0 343 0
Bands 0 209 0 0 51 0
Lymphocytes - 16§ - 547 2.93 7 394 1.78
Monocytes -0 547 0 0 394 0
_ Eosinophils 19 547 3.47] ° 24 394 6.09
- h Basophils [ 547 of . 0 394 0
Platelet Count 3 546 0.55 1 394 0.25
Blood Chemistry Glucose 30 547 S.48 25 394 6.35
BUN 1 547 0.18 2 394 0.51
Creatinine 1 547 0.18 0 394 0
Uric Acid 3 547 0.55 4 394 1.02
Cholesterocl, Total 16 547 2.93 14 394 3.55
Bilirubin, Total . 0 547 0 1 394 0.25
Alkaline Phosphatase 2 547 0.37 0 394 0
LDH 1 547 0.18 0 394 0
SGOT 4 547 0.73 0 394 0
. SGPT 4 547 0.73 2 394 0.51
g CPK 19 544 3.49 9 392 2.30
( GGT ’ 11} . 547 2.01 4 394 1.02
Protein, Total 1 547 0.18 0 394 0
Urinalysis Urine Protein 8 364 2.20 2 219 0.91
Urine Glucose 3 364 1.65 5 219 2.28
Urine Micro WBC 12 364 3.30 14 219 6.39
Urine Micro RBC 13 364 3.57 18 219 8.22
Urine Ketone 0 364 0 (2 bl 219 0
Urine Micro Casts 6 161 3.73 8 169 4.73
Urine Culture ] o ] 1 1 100.00

Source: Appendix C, Table 30.1
_Protocols M/2730/0001, M/2730/0004, and M/2730/0010

APPEARS TH!S WAY
ON ORIGINAL

( | | BEST Pn<SIBLE COPY
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